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application. It is respectfully submitted that the outstanding rejectionsshpuld be 
_ withdrawn for the reasons "described below 4 - ^ ^ 

* «. -r- -" ~* 

~ " REJECTION UNDER 35 USC X12 i? 

^ *r w - — — r — : - _ 

^ . " * Claims 9 and 10 were rejected xmder 35 USC 1 1% second paragraph, as being <*> 
j*. indefinite. It is respectfullyjubmirted that this rejection i$*moof in view of the 

< amendment above. As suggested by_the USPTO, the phrase 'preventing acne" has been ~ 
- replaced by the phrase "reducing the occurrence of. One skiiied-in the art would readily 
understand that this phrase encompasses reducing the severity of acne, as well as totally 
eliminating acne. - : - - v * - - " * - 

_ > "Claim'l 1 has been cancelled, rendering its rejection under 35 USC J 12 moot 

REJECTION UNDER 35 USC 102 ^ ^ - . 

^ » " ' w " Claims 6 and 7 were rejected as being anticipated by either RedmondsJ or 

Redmonds II. Claims 6-8 were rejected 1 ^ being anticipated by Thorneycroft et al; It is 
respectfully submitted that these rejections are moot in view of tEe cancellation of claims 

6-8/ r ■ . . 



REJECTION UNDER 35 USC 103 ^ 
^ ^^^^^^^^^^ ^ 

/ Claim 9 remains in the application. It is directed to. alleviating acne by ~ 
administering: 1) a fixed dose of 1 mg of the progestin, norcthiridrone acetate (NA) in — 
combination with, 2) a gradually increasing dose of the estrogen; ethinyl-estradiol (EE).- 
■* Jhe EE dose is 20mcg for 5 days, 30mcg for7j3ays and 35 meg for 2;days. -Claim 10 " 
depends from claim 9 arftf is directed to^ne vulgaris or cystic acne. — _ .<r** 

Claims 8-f 2f(nowJJ and 1*0) were rejected under 35 USQ1 03 ^as-being Obvious " 
- over Redmondll and ThomeycrofLet al when-combined with SchdSen-and-Boissoneault. 

.The gist of the USPTO's rejection is that Redmond ITdisclose^s aJriphasic oral 
^contraceptive (OC) with a fixed^dose oTestrogen and a^varying dose of progestin that ^ 
-alleviates acne. Thorneycroft et al discloses two OC's that alleviate acne in whicBeach- 
has a fixed dose of estrogen and progestin. Schooen discloses that NA is a progestin* — 
Boissonneault discloses using a fixed dose of NA and a gradually'inc'reasing^dose of EE" 
to prevent contraception. While the prior art does not teach-using a fixed dose-ofNA and 
a varying dose of EE to alleviate acne, the USPTO asserts that it would^be r obvious to use 4 
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^ - ^ such a combination in the treatment of acne. It is respectfully submitted that.this - r 
- rejection should be withdrawn for the following reasons. ■•■«*»«-»• 

cr- **** ~~ 

. * * 3 ° r ^ j -j;- " „ til* 

^ ^ Redmond'E depicts the etiology of acne at p'age SOS^ ccdumn L As depicteclii _ 

figure 2, increased androgen production is the initiating event iiilhe^development of — «^ 
_ - acne. On page 30S, at column 2, Redmond explains how OC's alleviate"acrie. The 
3 ^ estrogen component is solely responsible for this anti-acne effects As explained by 

^" * ~ Redmond, the estrogen component increases^serum levels of SHBG(sexhonnone _ ^ 

" — binding globulin).- Increased*SHBG_decreases serLrni testosteronelevels^which intum — - 

- decreases sebuin production and therebyacne, JThe progestin component of OC's, whileV^ 
^ jimportant for birth control, has no beneficial impact upon acrie^ . . „ « " 

* * _ Redmond II also explains on page 30S, second*column, why a specific OG,- ■ : . • * 

- Tricyclen, was chosen for the study. Tricyclen contains 35 meg of ethinyl^estxadioICEE). _ • • — • 
- - This is the*highest dose of EE currently approved in the US. This dose .of estrogen would 

achieve Ihe most significant reduction iii free testosterone levels and the ^eatest impact * - - 

^ on acne^ Thus to one of ordinary skill in the art, Redmond ILteaches that high doses bfL 
estrogen should be utilized to alleviate acne. . " ' „ 

• - hi addition to discussinglhe mechanism by which OC alleviates acne, Redmond- II - • 
summarizes the results of two clinical studies.carried out with the?higli estrogen product. ^ ^ 

a. ~ Redmond II does not describe the entry criteria for his subjects, nor does" he describe the * 
> mean number of acne lesions the patients had at the initiation of the.-study. He merely- .1 
; reports improvements of up to 50%. ~ " ">r ^ - 

. . Redmond I, cited by the USPTO in.an earlier rejection, does describe^the entry - - 
^ » criteria for one of the studies described in Redmond n. In Table 2, orupage-618, - f ^ 
-Redmond I provides the mean lesion counts jn the^ontrol group anffthe treatment group. • 
Each group had approximately -5 5 total lesions at the initiation of treatrnent. hi the group- 
- * c receiving OC'sTthe lesion countdropped to a mean of 35 ( representing a 40%'decrease): 

* ^ As previously notedly the USPTO, claim 9 differs from Redmond I and~Il"due.to v-i > • 

the reduced*absage of EEf Redmond used a fixed dose of 0.35mcgofEEr-By contrast, " r ^ 

- ^ - claim 9 r reqmreslowdr doses of estrogen. The initial dose of EE-is 20 mcg^or £days, ^ 
f " followed by 30-mcg for 7 days^d finally 35mcg for 9 da^. As discussed above?*- _ : - 

\ , Redmond teaches that the anti-acneleffects.of OC are solely dug to the estrogen_~S^.. *m. 
* — component Thus according^to die ^teachings of Re dmond, one of ordinary skill m thwart *^ 

^ „y CiF- " would^pect that decreasingThe dose of estrogen would debreasejhe-heneficial effect - * 

y - _ » whicfi OC's-have on acne. * " " _r^L ^. ^ - - • 

But the data in'Apphcant!s^p6cification shows theo^posite. The USPTO' s ^ 
attention is directed to Example 2"of Applicant's specification^ pages 28-41, and morer!?- 
specifically to Tables 2 and 3 appearing on pages 32 and 33. The data in Tables 2 ahd;3 
show the lesion counts of the subjects at the beginning of the study and after 6*months of 
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